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§56.104

must meet the requirements for prior
submission (as required in parts 312,
812, and 813) to the Food and Drug Ad-
ministration shall not be initiated un-
less that investigation has been re-
viewed and approved by, and remains
subject to continuing review by, an
IRB meeting the requirements of this
part.

(b) Except as provided in §§56.104 and
56.105, the Food and Drug Administra-
tion may decide not to consider in sup-
port of an application for a research or
marketing permit any data or informa-
tion that has been derived from a clin-
ical investigation that has not been ap-
proved by, and that was not subject to
initial and continuing review by, an
IRB meeting the requirements of this
part. The determination that a clinical
investigation may not be considered in
support of an application for a research
or marketing permit does not, how-
ever, relieve the applicant for such a
permit of any obligation under any
other applicable regulations to submit
the results of the investigation to the
Food and Drug Administration.

(c) Compliance with these regula-
tions will in no way render inapplicable
pertinent Federal, State, or local laws
or regulations.

[46 FR 8975, Jan. 27, 1981; 46 FR 14340, Feb. 27,
1981]

§56.104 Exemptions from IRB require-
ment.

The following categories of clinical
investigations are exempt from the re-
quirements of this part for IRB review:

(a) Any investigation which com-
menced before July 27, 1981 and was
subject to requirements for IRB review
under FDA regulations before that
date, provided that the investigation
remains subject to review of an IRB
which meets the FDA requirements in
effect before July 27, 1981.

(b) Any investigation commenced be-
fore July 27, 1981 and was not otherwise
subject to requirements for IRB review
under Food and Drug Administration
regulations before that date.

(c) Emergency use of a test article,
provided that such emergency use is re-
ported to the IRB within 5 working
days. Any subsequent use of the test
article at the institution is subject to
IRB review.
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(d) Taste and food quality evalua-
tions and consumer acceptance studies,
if wholesome foods without additives
are consumed or if a food is consumed
that contains a food ingredient at or
below the level and for a use found to
be safe, or agricultural, chemical, or
environmental contaminant at or
below the level found to be safe, by the
Food and Drug Administration or ap-
proved by the Environmental Protec-
tion Agency or the Food Safety and In-
spection Service of the U.S. Depart-
ment of Agriculture.

[46 FR 8975, Jan. 27, 1981, as amended at 56
FR 28028, June 18, 1991]

§56.105 Waiver of IRB requirement.

On the application of a sponsor or
sponsor-investigator, the Food and
Drug Administration may waive any of
the requirements contained in these
regulations, including the require-
ments for IRB review, for specific re-
search activities or for classes of re-
search activities, otherwise covered by
these regulations.

Subpart B—Organization and
Personnel

§56.106 Registration.

(a) Who must register? Each IRB in the
United States that reviews clinical in-
vestigations regulated by FDA under
sections 505(i) or 520(g) of the act and
each IRB in the United States that re-
views clinical investigations that are
intended to support applications for re-
search or marketing permits for FDA-
regulated products must register at a
site maintained by the Department of
Health and Human Services (HHS). (A
research permit under section 505(i) of
the act is usually known as an inves-
tigational new drug application (IND),
while a research permit under section
520(g) of the act is usually known as an
investigational device exemption
(IDE).) An individual authorized to act
on the IRB’s behalf must submit the
registration information. All other
IRBs may register voluntarily.

(b) What information must an IRB reg-
ister? BEach IRB must provide the fol-
lowing information:

(1) The name, mailing address, and
street address (if different from the
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mailing address) of the institution op-
erating the IRB and the name, mailing
address, phone number, facsimile num-
ber, and electronic mail address of the
senior officer of that institution who is
responsible for overseeing activities
performed by the IRB;

(2) The IRB’s name, mailing address,
street address (if different from the
mailing address), phone number, fac-
simile number, and electronic mail ad-
dress; each IRB chairperson’s name,
phone number, and electronic mail ad-
dress; and the name, mailing address,
phone number, facsimile number, and
electronic mail address of the contact
person providing the registration infor-
mation.

(3) The approximate number of active
protocols involving FDA-regulated
products reviewed. For purposes of this
rule, an ‘‘active protocol’” is any pro-
tocol for which an IRB conducted an
initial review or a continuing review at
a convened meeting or under an expe-
dited review procedure during the pre-
ceding 12 months; and

(4) A description of the types of FDA-
regulated products (such as biological
products, color additives, food addi-
tives, human drugs, or medical devices)
involved in the protocols that the IRB
reviews.

(c) When must an IRB register? Each
IRB must submit an initial registra-
tion. The initial registration must
occur before the IRB begins to review a
clinical investigation described in
paragraph (a) of this section. Each IRB
must renew its registration every 3
years. IRB registration becomes effec-
tive after review and acceptance by
HHS.

(d) Where can an IRB register? Each
IRB may register electronically
through http:/ohrp.cit.nih.gov/efile. If an
IRB lacks the ability to register elec-
tronically, it must send its registration
information, in writing, to the Office of
Good Clinical Practice, Office of Spe-
cial Medical Programs, Food and Drug
Administration, 10903 New Hampshire
Ave., Bldg. 32, Rm. 5129, Silver Spring,
MD 20993.

(e) How does an IRB revise its registra-
tion information? If an IRB’s contact or
chair person information changes, the
IRB must revise its registration infor-
mation by submitting any changes in

§56.107

that information within 90 days of the
change. An IRB’s decision to review
new types of FDA-regulated products
(such as a decision to review studies
pertaining to food additives whereas
the IRB previously reviewed studies
pertaining to drug products), or to dis-
continue reviewing clinical investiga-
tions regulated by FDA is a change
that must be reported within 30 days of
the change. An IRB’s decision to dis-
band is a change that must be reported
within 30 days of permanent cessation
of the IRB’s review of research. All
other information changes may be re-
ported when the IRB renews its reg-
istration. The revised information
must be sent to FDA either electroni-
cally or in writing in accordance with
paragraph (d) of this section.

[74 FR 2368, Jan. 15, 2009, as amended at 78
FR 16401, Mar. 15, 2013]

§56.107 IRB membership.

(a) Each IRB shall have at least five
members, with varying backgrounds to
promote complete and adequate review
of research activities commonly con-
ducted by the institution. The IRB
shall be sufficiently qualified through
the experience and expertise of its
members, and the diversity of the
members, including consideration of
race, gender, cultural backgrounds, and
sensitivity to such issues as commu-
nity attitudes, to promote respect for
its advice and counsel in safeguarding
the rights and welfare of human sub-
jects. In addition to possessing the pro-
fessional competence necessary to re-
view the specific research activities,
the IRB shall be able to ascertain the
acceptability of proposed research in
terms of institutional commitments
and regulations, applicable law, and
standards of professional conduct and
practice. * * * The IRB shall therefore
include persons knowledgeable in these
areas. If an IRB regularly reviews re-
search that involves a vulnerable cat-
egory of subjects, such as children,
prisoners, pregnant women, or handi-
capped or mentally disabled persons,
consideration shall be given to the in-
clusion of one or more individuals who
are knowledgeable about and experi-
enced in working with those subjects.

(b) Every nondiscriminatory effort
will be made to ensure that no IRB
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